SUMMARY OF THE
REGULATORY COORDINATION COMMITTEE M EETING
NOVEMBER 2, 2000

The Regulatory Coordination Committee of the National Environmenta Laboratory Accreditation
Conference (NELAC) met on Thursday, November 2, 2000, at 9:00 am. Pecific Standard Time
(PST) as part of the Sxth NELAC Interim Meeting (NELAC 6i) in Las Vegas, NV. The meeting was
led by its chair, Dr. Carl Kircher of the Florida Department of Hedth. A ligt of action itemsisgivenin
Attachment A. A lig of participantsis given in Attachment B. The purpose of the meeting was
discuss items of importance as set forth in the meeting’ s previously distributed agenda.

INTRODUCTION

Following a cdl to order and an introduction of committee members, Dr. Kircher announced thet the
committee has two vacancies for voting members. He encouraged individuas interested in serving on
the committee to indicate their interest on the sesson’s attendance form. Dr. Kircher reviewed the
meeting’s ground rules and then moved to the first order of business on the agenda.

APPROVAL OF M INUTESOF PREVIOUSM EETINGS

The minutes from the committee' s face-to-face meeting at the Sixth NELAC Annua Meeting (NELAC
6) and their October 10 teleconference were approved as written.

DiscussioN OF DRAFT TO NELAC STANDARD | NCORPORATING RE-DEFINITION OF NELAP AND
PROFICIENCY TESTING (PT) FIELDSOF TESTING

Dr. Kircher explained that ajoint meeting of the NELAC Regulatory Coordination and Program Policy
and Structure Committees was held at NELAC 6 to address cons stency issues between the Nationa
Environmental Laboratory Accreditation Program (NELAP) Scope of Accreditation and the PT Felds
of Tedting. He noted that participantsin an informa straw poll conducted at the joint meeting favored a
“matrix-method-andyte” definition for both Scope of Accreditation and PT Felds of Testing. Dr.
Kircher reviewed for attendees a handout congtituting a summary of proposed language changesto the
NELAC Standard and then invited comments from the committee and the floor. Ms. Barbara
Burmeigter, chair of the NELAC Proficiency Testing Committee, commented that debate at NELAC 6
and in the Proficiency Testing Committee meeting held earlier a NELAC 6i seemed to indicate that
there is no need for a one-to-one match between Scope of Accreditation and PT Fields of Testing and
that the Proficiency Testing Committee is moving toward a*“ matrix-andyte’ or “matrix-andyte class’
definition for PT Fields of Testing. In response, members of the Regulatory Coordination Committee
raised the question of whether the NELAC Standard needs to be consistent between chapters. It was
noted that one of the criticisms of the NELAC Standard over the last two or three years has been the
confusion created for laboratories based on the different terminol ogies used among the chapters.

A federa regulator noted that removing “method” will cause problems for the U.S. Environmental
Protection Agency (EPA) program offices and compliance programs that have mandated methods,
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such as drinking water. From the standpoint of federa regulators Fields of Testing terminology needs
to be parale throughout the standard. It was noted that EPA drinking water regulations currently
require that laboratories complete one PT sample per year for the method they report for compliance.
It was noted that the drinking water program is PT by method and that |aboratories are assessed such
that they must perform a PT for each method they report, even if the methods are very smilar and use
the same Standard Operating Procedure (SOP). An audience member noted that his laboratory has a
primary method and a back-up method. They handle the PT issue by andlyzing one PT in April for
inductively coupled plasma (ICP) and another PT in November or October by graphite furnace. The
laboratory is then approved for drinking water for both methods and approved by NELAC because
they’ ve completed two PTs per year.

There was some discussion of convenient matrix groupings. Dr. Kircher noted that there have been
suggestions of the following four manageable matrix groups:

Drinking Weter

Other Aqueous Liquids/'Sdine Estuary

Air

Biologica Tissues'Nonagueous Liquids/Soils and Sediments/Chemicd Waste

DO OO

Committee members noted that stakeholders have expressed some discontent with grouping biological
tissues with other matrices and suggested that it might comprise a fifth matrix group. It was noted that
“technology” was not mentioned often in the NELAC Proficiency Testing Committee meeting held on
the previous day. Thiswas conddered surprising because the incluson of “technology” was favored in
asraw poll conducted in the Program Policy and Structure Committee meeting. In responseto a
question of whether the Proficiency Testing Committee would consder the incluson of “technology,”
Ms. Burmester answered in the affirmative.

A commenter representing an accrediting authority noted the potentia complexity of the PT system and
suggested that the process could be made more cogt-effective by defining PT Fields of Testing by
“matrix-method/technology.” and by adopting an 80/20 or 90/10 PT rule. He suggested that such a
system would smplify the work of the accrediting authority. 1t was noted that the manner in which the
PT data are used is important to both the accrediting authority and the data user. It was aso noted that
PT samples are not “red-world” samples and that data end users may not understand the different
technologies. A committee member emphasized that the god of PT isto establish the technica
competence of the laboratory and that the data end user only wants to know if the |aboratory can
andyzeitsandyte in its matrix at its concentration level of concern. The end user does not redly care
about technology. The assumption isthat the method used will be gppropriate to the andyte of interest
in the matrix of interest at the concentration level of concern.

There was some discussion of combining matrices into one water matrix instead of separating out
drinking water. A commenter noted that this matrix grouping would suffice for PT Fieds of Testing but
not for Scope of Accreditation because the data end user is being directed by program. It was aso
noted that one argument againgt such ameatrix grouping is the different concentration levesfor the
andytes. Water pollution (WP) studies have different levels from Water Supply (WS) studies, for
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example. In discussion of what could be done to resolve the issue, two levels of PT samples were
suggested, with a PT Feds of Testing definition by “technology leve-andyte or andyte class” In such
a classfication system drinking water, clean water, and Resource Conservation and Recovery Act
(RCRA) anayteswould be in separate classes. In subsequent discussion it was noted that most of the
andyses for these water matrices are dike. One exception is metas analyss. Thereis no digestion for
metals anayssin drinking water, but there is digestion for metals andyssin waste weter. 1t was noted
that combining WSWP andyses would be complicated, in part because the acceptance criteriafor
drinking water are based on two standard deviations while the acceptance criteriafor other water
samples are based on three standard deviations. If the two were combined, then one would have to
decide the acceptance criteria.

A commenter noted that he has seen situations in which acceptance criteria set by the PT provider are
excessvely broad. Members of the committee noted that the PT sample relates only to one point in
time and that accreditation encompasses much more than the PT. They reiterated that the laboratory’s
quaity system controls the data generated. It was acknowledged that accrediting authorities put much
emphasis on PT sample results and that the results are often the basis for sugpension of accreditation.

A commenter suggested that stakeholders should push EPA offices and programs to standardize the
different methods across al media. In response afederd regulator noted that in aleve system thereis
no reason that the process would not separate into determinative steps and preparatory steps. EPA
has struggled for years with the issue of consolidating methods. She noted that there are a number of
different frameworks that can be taken. Unfortunately, they are so radicaly different form theway in
which the Agency has evolved that they make it difficult to make fundamental changesin statutory
frameworks. She noted that EPA recognizes the difficulties associated with divergent methods just as
well asthe accrediting authorities and |aboratories do. A commenter noted that the PT system is
currently doing nothing to test |aboratories on preparatory steps. In response a committee member
suggested that it is not PT’ s job to test the preparatory method. It isthe job of the on-Ste assessment.

After consderable discussion, Dr. Kircher summarized theissue. He explained that the Regulatory
Coordination Committee has volunteered to facilitate the process by drafting proposed language on
various chapters of the NELAC Standard once stakeholders have reached consensus on the issue of
Fields of Testing and forwarding the proposed language to the appropriate standing committees.
However, it gppearsthat thereis fill divergence ontheissue. Dr. Kircher confirmed with Ms.
Burmester that the Proficiency Testing Committee has opened the issue for discussion but does not yet
have aclear direction. The Proficiency Testing Committee iswaliting for the Program Policy and
Structure Committee to reach adecison. The two committees have been communicating on aregular
bass over the past two or three months on thisissue. Ms. Burmester dso confirmed that another straw
poll would be conducted later in the afternoon. The Regulatory Coordination Committee wasin
agreement that the Program Policy and Structure, Proficiency Testing, and Accreditation Process
Committees would probably be gppreciative of some unifying language. The issueis unresolved.
Felds of Tedting are still being debated. 1t was decided that the Regulatory Coordination Committee
will forward recommended unifying language when the Fidds of Testing are decided.

EPA REGULATORY AGENDA
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Dr. Kircher explained that it is the committee' s charge to notify NELAC meeting participants of
regulatory changes that might impact |aboratory accreditation. He referred attendees to a handout
condtituting an executive summary of the EPA regulatory agenda published in April 2000. The agenda
includes rules that are complete, rules that have been withdrawn, direct fina rules, and proposed rules
that EPA intends to promulgate. Direct fina rules are rules for which EPA does not anticipate a great
ded of controversy. Dr. Kircher explained his organization of the document. The first section of the
summary includes proposed test methods. The second section includes industry related effluent
regulations, which could indirectly dictate choice of methods that |aboratories must use to demondtrate
compliance. The document’ s third section includes air emissons regulations, which could also dictate
choice of methods that |aboratories must use to demonstrate compliance. Studies for long-term actions
of interest to the Agency that could impact laboratoriesin the future are included in the fourth and fina
section of the summary document. The unified agendais available for more detailed study on the
Internet at http://ciir.csumass.edu/ua. Dr. Kircher noted that anticipated dates for final action are
delayed. He noted that Clean Air Act statutory deadlines for promulgation will not be met. Dr.
Kircher solicited input from the committee on whether the committee should continue to pay attention to
dates or just keep track of items. A committee member suggested that it would be vauable to track
dates annudly. 1t was noted that comment periods are not included in the regulatory agenda and that
interested parties must check the federa register rule by rule. The regulatory agenda will update rules
that are published or promulgated.

D1SCUSSION OF M ODEL LEGISLATION AVAILABLE

Dr. Kircher referred attendees to a handout congtituting mode! legidation. He noted that severad model
adminigrative rules are available on the NELAC Webdgte. The modd presented during the meeting
congsts of a bare bones rule based on the assumption that states can incorporate documents such as
the NELAC Standard into the rule by reference. Dr. Kircher noted that the standard approved at
NELAC 6 delegated important decison-making authority to the wisdom of the primary accrediting
authority. He aso noted that states can include their own supplementd regulatory criteria. Dr. Kircher
then briefly reviewed the document as follows:

C Cetification Criteria- A gpace for state supplementd criteria regarding additiona andytes and
methods that are not required under any EPA programsthat are part of NELAC has been
provided.

C Certification Requirements - This section generdlly covers the accreditation process. Spaces
for sate supplementd criteria, such as any statements about laboratory facilitiesin
noncontiguous premises or mobile laboratory facilities requiring separate accreditation, and
state Scope of Accreditation, have been provided.

C Certification of Out-of-State Laboratories - There was considerable discussion of this section,
which addresses reciproca agreements. Speeking from his persona experience, Dr. Kircher
noted that the State of Floridais obliged to operate their program in a nondiscriminatory manner
by making the same requirements in-state and out-of-state laboratories. He noted that NELAP
has not had a mechanism for informing al involved parties of which sates are accrediting a
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laboratory and of when alaboratory is accredited. The nationd database will provide this
information. There was some discussion of how frequently the database will be updated. A
commenter referred the committee to Sections 4.1.7.1 and 4.1.7.2 of the Accreditation
Process standard for alist of what is required for a secondary accreditation package.

Dr. Kircher explained that the moddl legidation covers three Stuations — firgt-time accreditation,
adding a Field of Tedting to an existing accreditation, and renewd of accreditation. A federd
regulator suggested that there exists a fourth situation of alaboratory under investigation. He
raised the question of what happens if alaboratory’ s documents do not support that primary
accreditation is equivaent to the requirements of the secondary accreditation. He suggested
that such a Stuation would condtitute giving false Satements to a government agency, whichisa
crimina act. In response Dr. Kircher noted that the accreditation would be denied.
Commenters distinguished between the separate processes of offering secondary accreditation
to alaboratory thet is dready accredited by a primary accrediting authority and accrediting a
laboratory that is not a NELAP-accredited |aboratory. 1t was noted that some NELAC gtates
have reciprocity with non-NELAC states. There was considerable discussion of the purpose of
specified documents for reciprocity between NELAC states.

The committee agreed that portions of Section 2b and Section 2c of this section are redundant
and should be removed. Committee members indicated that they aso have issues with Sections
3and 4. Theseissueswere moved to the Parking Lot for discussion at a future teleconference.

C Proficiency Testing (PT) Requirements - Spaces for State supplementa PT requirements, such
as a predefined caendar schedule, and state supplemental PT criteria, such as statements about
revocation or susgpension of certification based on passing or failing PT samples, have been
provided. Committee membersindicated that they aso have issues with portions of this
section. These issues were moved to the Parking Lot for discusson at afuture teleconference.

C On-gte Laboratory Assessments - A space for state supplemental requirements, such as
statements about on-gite laboratory assessments following a change in laboratory ownership or
location or allowances and criteria for adding accreditation without an on-gte assessment, has
been provided.

C Renewd of Annud Certification - Committee members indicated that they adso have issues with
portions of this section. These issues were moved to the Parking Lot for discussion a afuture
teleconference.

C Display of Certificate.
C Contractual Agreements, Records, and Reports - Committee membersindicated that they dso
have issues with portions of this section. These issues were moved to the Parking Lot for

discussion at afuture tel econference.

C Denid or Revocation of Certification
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CONCLUSION

The committee' s dlotted meeting time having expired, Dr. Kircher thanked participants for their input.
He adjourned the meeting shortly after 11:30 am. PST.
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Attachment A

ACTION | TEMS
REGULATORY COORDINATION COMMITTEE M EETING
November 2, 2000

Item No. Action Dateto be
Completed
1 Committee will post revised model adminidrative rules on 01/01
NELAC Internet Site.
2. Committee will review October 2000 EPA Regulatory Agenda 03/01
3. Committee will present revisonsto NELAC Standards based on ToBe
redefined Fields of Testing to appropriate standing committees Determined
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Attachment B

PARTICIPANTS
REGULATORY COORDINATION COMMITTEE M EETING
NOVEMBER 2, 2000

Name Affiliation Address

Kircher, Carl Chair | FL Dept. of Health (904)791-1574
(904)791-1591
carl_kircher@doh.state.fl.us

Clemons, Eddie Xenco Laboratories (281)589-0692
(281)589-0695

eddiec@xenco.com

Coats, Kevin US Army Corps of Engineers
(absent)

: (402)697-2563
: (402)697-2595
. kevin.h.coats@usace.army.mil

Osborne, Bennett Oregon Environmental Lab.
Assoc.

: (541)863-2680
: (541-863-6199
: beno@urcmail .net

Querry, Randall A2LA (301)644-3221
(301)662-2974

rquerry@a2la.org

Smith, Susan CHPPM-Eur Dept. of
(absent) Laboratory Medicine

: (637)186-7771
: (637)186-7054
: susan.smith@cpe.amedd.army.mil

(828)258-3746
(828)258-3973
taunton@aol .com

Taunton, Ilona Test America Incorporated

Greene, Lisa Research Triangle Institute
(Contractor Support)

(919)541-7483
(919)541-7386
Icg@rti.org
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